




1.0 Indications for Use Statement

Indications for Use

510(k) Number (if known): ____________________

Device Name:

Monoject™ Enteral Feeding Syringe with ENFit Connector

The Monoject™ Enteral Feeding Syringe with ENFit Connector is indicated for use as a 
dispenser, a measuring device, and a fluid transfer device. It is used to deliver fluids into the 
gastrointestinal system of a patient who is physically unable to eat and swallow.  The enteral 
syringes are intended to be used in clinical or home care settings by users ranging from 
laypersons (under the supervision of a clinician) to clinicians, in all age groups.

Prescription Use ____X_____                  AND/OR                  Over the Counter Use__________
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED)

Concurrence of CDRH, Office of Device Evaluation
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2.0 510(k) Summary

Monoject™ Enteral Feeding Syringe with ENFit Connector

In accordance with section 513(i) of the SMDA and as defined in 21CFR Part 807.92 this 
summary is submitted by:

Covidien
15 Hampshire Street
Mansfield, MA 02048
Date Prepared: May 5, 2016

a. Contact Person

Sona Manickam
Sr. Regulatory Affairs Specialist
Covidien
Telephone: (508) 261-8147
Fax: (508) 261-8461

b. Name of Medical Device

Common Name: Enteral Syringes with Enteral Specific Connectors

U.S. FDA Classification Product Code: PNR

U.S. Regulation Description: Gastrointestinal tube and accessories, 21 CFR 876.5980

Proprietary / Trade Name: Monoject™ Enteral Feeding Syringe with ENFit Connector

c. Identification of Legally Marketed Device(s)

K142128 – Kangaroo™ Enteral Feeding Syringe with ENFit Connector 
K152857 – NeoMed NeoConnect™ Enteral Syringes with ENFit Connector and compatible 
NeoSecure™ Tip Caps

d. Device Brief Description

The Monoject™ Enteral Feeding Syringe with ENFit Connector is a disposable enteral 
feeding syringe provided in a variety of sizes from 6mL to 60mL. The device incorporates a 
female ENFit connector for connection to an enteral access device with male ENFit 
connector.
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e. Indications for Use

The Monoject™ Enteral Feeding Syringe with ENFit Connector is indicated for use as a 
dispenser, a measuring device, and a fluid transfer device. It is used to deliver fluids into the 
gastrointestinal system of a patient who is physically unable to eat and swallow.  The enteral 
syringes are intended to be used in clinical or home care settings by users ranging from 
laypersons (under the supervision of a clinician) to clinicians in all age groups.

f. Product Comparison Summary

The proposed and predicate enteral feeding syringes are intended for patients who require 
enteral nutrition due to illness or injury which prevents normal chewing and swallowing. 
These products are enteral syringes that have the same intended use, the same function, and 
the same general characteristics.
The design and materials of the proposed devices are identical to the predicate Kangaroo™ 
Enteral Feeding Syringe with ENFit Connector (K142128). The only difference between the 
cleared K142128 predicate and the proposed device is the expansion of the cleared indication 
to include enteral delivery of fluids in addition to the already cleared indication of delivery of 
enteral nutrition.

g. Nonclinical testing

Biocompatibility testing has demonstrated the biological safety of the proposed 
devices which may indirectly contact the patients 

Stability testing evaluated the properties of the enteral feeding syringes after 
accelerated aging in support of the labeling.

Dimensional analysis was conducted for critical dimensions of the Monoject Enteral 
Feeding Syringes with ENFit connector and the accessories, in accordance with ISO 
80369-3, Small-bore connectors for liquids and gases in healthcare applications – Part
3: Connectors for enteral applications. The testing demonstrates the proposed devices 
conform to the criteria in Table B.2 of AAMI /CN3 (PS):2014.

Testing performed on the Monoject™ Enteral Feeding Syringes with ENFit 
Connectors included the items listed below, in accordance with AAMI /CN3 
(PS):2014, Small-bore connectors for liquids and gases in healthcare applications –
Part 3: Connectors for enteral applications, using the test methods provided in ISO 
80369-20, Small-bore connectors for liquids and gases in healthcare applications –
Part 20: Common test methods. The testing demonstrates the proposed devices 
conform to the requirements of AAMI /CN3 (PS):2014.
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Individual Test Defined 
in ISO 80369-3

Requirement Defined 
in AAMI /CN3 
(PS):2014

Test Method Defined 
in ISO 80369-20

Fluid Leakage Clause 6.2 Annex C
Stress Cracking Clause 6.3 Annex E
Resistance to separation 
from axial load

Clause 6.4 Annex F

Resistance to separation 
from unscrewing

Clause 6.5 Annex G

Resistance to overriding Clause 6.6 Annex H
Disconnection by 
unscrewing

Clause 6.7 Annex I

The risk associated the misconnection of the ENFit connector has been assessed at length 
and captured in the following documents..

o PG Lock Misconnection Data with FMEA 2014-01-9
o 3595-0501-04 Enteral Connector Misconnection Assessment
o Enteral Connection Risk Management Report Rev 2.0
o PG Lock Misconnection Risk Assessment Report 041513

Usability and human factors testing was conducted as part of the design of the ENFit 
connector. 

h. Clinical testing

Clinical evaluations were not relied upon for evidence of safety of effectiveness, or for a 
determination of substantial equivalence. 

i. Conclusions

The information provided within this pre-market notification demonstrates that the 
Monoject™ Enteral Feeding Syringe with ENFit Connector has no difference that would 
affect the safety or effectiveness of the devices as compared to the predicate device and 
provide reasonable assurance of the safety and effectiveness of the device to demonstrate 
substantial equivalency.

End of Summary
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